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California State Board of Pharmacy 
1625 N. Market Blvd, Suite N 219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

Date: 	 March 22, 2011 

To: 	    Enforcement Committee 

Subject: 	 Agenda Item 1- Exemptions Requested from Patient-Centered   
Labeling Requirements 

On January 1, 2011, the board’s requirements for patient-centered labels went into 

effect as 16 California Code of Regulations section 1707.5.  A copy of the final text for 

the regulation follows this page. 


Also effective January 1, 2011, provisions enacted by SB 1489 (Senate Business and 

Professions Committee, Chapter 653, Statutes of 2010) as amendments to Business 

and Professions Code section 4076.5, allow the board to exempt from the labeling 

requirements prescriptions dispensed to patients in certain environments.    


To allow such an exemption, the board will need to promulgate regulations. 

At this meeting, the board will hear presentations from three groups seeking an 

exemption from the labeling requirements for their specialized patient populations.  

Medco, which had previoulsy requested an exemption for the labeling of  infusion 

products (and had provided presentations at the last Enforcement Committee and 

Februrary Board Meeting), has withdrawn its request.   


The board will need to determine whether it wishes to exempt from the patient-

centered label requirements the specific drug products or the medications dispensed 

in any of these environments.
 

The full amendment to section 4076.5 contained in SB 1489 is provided following the 

board’s new patient-centered label requirements (section 1707.5).  The last document 

is the full text of Health and Safety Code sectio 1250. 


1. For Pharmacies Making Total Parenteral Therapy (TPN): 

A representative of Walgreens will provide a presentation requesting an exemption 
from labeling requirements for TPN products.  Walgreens has been asked to 
demonstrate how they can provide appropriate consumer protection and 
information without the patient-centered labels.  A request from Walgreens for this  

The specific possible exemption for infusion pharmacies occurs in Business and 
Professions Code section 4076.5(e) (effective 1/1/11):  

http:www.pharmacy.ca.gov


    

 

 
 

 

 

 
 

     

 

 
 

  
   

 
 

 

 
 

 
 

 

(e) 	 (1)  The board may exempt from the requirements of regulations promulgated pursuant to 
subdivision (a) a prescription dispensed to a patient if all of the following apply: 
(A) The drugs are dispensed by a JCAHO-accredited home infusion or specialty pharmacy. 
(B) The patient receives health-professional-directed education prior to the beginning of 

therapy by a nurse or pharmacist.  
(C) The patient receives weekly or more frequent followup contacts by a nurse or pharmacist. 
(D) Care is provided under a formal plan of care based upon a physician and surgeon’s 

orders. 
(2) For purposes of paragraph (1), home infusion and specialty therapies include parenteral 

therapy or other forms of administration that require regular laboratory and patient 
monitoring. 

2. 	Request from CPhA’s Long-Term Care Academy 

Representatives of CPhA will attend this meeting to explain how patient 
safety in long-term care facilities can be ensured without patient-centered 
labels. At the February Board Meeting, CPhA was asked to return to the next 
Enforcement Committee Meeting and provide additional information 

The relevant section to authorize such an exemption occurs in section 

4076.5(d): 


(d) 	 The board may exempt from the requirements of regulations promulgated pursuant to 
subdivision (a) prescriptions dispensed to a patient in a health facility, as defined in Section 
1250 of the Health and Safety Code, if the prescriptions are administered by a licensed 
health care professional. Prescriptions dispensed to a patient in a health facility that will not 
be administered by a licensed health care professional or that are provided to the patient 
upon discharge from the facility shall be subject to the requirements of this section and the 
regulations promulgated pursuant to subdivision (a). Nothing in this subdivision shall alter 
or diminish existing statutory and regulatory informed consent, patients’ rights, or 
pharmaceutical labeling and storage requirements, including, but not limited to, the 
requirements of Section 1418.9 of the Health and Safety Code or Section 72357, 72527, or 
72528 of Title 22 of the California Code of Regulations. 

A list of the entities licensed under Health and Saftey Code Section 1250 (and 
the relevant subdivision number) is: 
1. 	General acute care hospital (a) 
2. 	Acute psychiatric hospital (b) 
3. 	Skilled nursing facility (c) 
4. 	Intermediate care facility (d) 
5. 	Intermediate care facility/developmentally disabled 

 habilitative (e) 

6. 	 Special hospital (f) 
7. 	Intermediate care facility/developmentally disabled (g) 
8. 	Intermediate care facility/developmentally disabled-nursing (h) 
9. 	 Congregate living health facility (i) 
10. Correctional treatment center (j) 
11. Nursing facility (k) 
12. Intermediate care facility/developmentally 


disabled-continuous nursing (m)
 



    
 

 

 
        

 
 
 
 
 

 

3. From GE Healthcare for Radiopharmaceuticals 

A representative of GE Healthcare will request an exemption from the patient-
centered labeling requirements for radiopharmaceutials.  Again, GE Healthcare 
has been asked to demonstrate how they can provide appropriate consumer 
protection and information without the patient-centered labels. 

Background materials follow this page that have been submitteed from GE 
Healthcare. 



 

 
 
 

 

 
 

 

 

 
 

 
 

 

 
 

 

 
 

 

January 18, 2011 

Ms. Virginia Herold 
Executive Officer 
California State Board of Pharmacy 
1625 N. Market Blvd., N219 
Sacramento, CA 95834 

Dear Ms. Herold, 

Walgreens requests to be placed on the next applicable committee or Full Board meeting.  We are seeking 
an exemption of our Walgreen Home Care TPN label from Section 1707.5 of Article 2 of Division 17 of 
Title 16 of the California Code or Regulations.  Our patients are provided a thorough training on TPN 
administration by a healthcare professional and have detailed labels that are difficult to place in the proper 
format and font. Due to these special circumstances, we would like to appear before the Board to present 
this request. 

Thank you for considering this exemption and I look forward to meeting with the Board at the next 
meeting. 

Please call me if you have any questions. 

Sincerely, 

Al Carter, Pharm.D. 
Manager, Pharmacy Affairs 
Walgreen Co. 
200 Wilmot Rd. 
Deerfield, IL 60015 
Phone 847-914-3940 
Fax 847-914-3109 
Al.Carter@Walgreens.com 

Cc: Mike Simko 

mailto:Al.Carter@Walgreens.com
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llIion: ederal an.!IQI State law Plahibils transleroflhis drug WallY ~n otherlhan!he patient for 11001 K was prescribed. 

WJ' I.GREENS INFUSION SER'IICES09 1 800-400·9422 
12( 07 Los Nietos Suite 7 800-400·9422 
Simla Fe Springs, CA 90670·2539 
----
Rx ~: T2TC32 Pres criber 1: Will iam Welsh, 

D i ~. 1l Date: 0110612011 Pre scriber 2: 
Route: IV·lnlra>l(lnous· Centra l 

Nam e: Oalliel 1 7 HT: 10 in WT : 170lb OOB: 03l2S~ 
--.Fulton W.lIsAvenue, _ Santa. Fe Spring:> CA 90670 

-.J:;em Generic For Mfg. Dose 

TF:AVASOI. 00338 97.5Gm 
O,)(TROS:: 00338 390Gm 
If', TRALlPD 00338 48Gm 
V'.UER FOR INJECTION 00338 314.49ml 
P()TASSIUM CHLORIDE 00264 52mEQ 
S(JDIUM C -l I.ORIDE 00409 S8.SmEo 
M',GNESILIM SULFATE 00409 32mEQ 
C.',LCIUMGLUCONATE 00517 tOmEQ 
SODIUM ?i10 SPHATE 00517 32mEQNa;24 mMolPhos 
S')DIUM .~· :;ETATE 00409 39mEo 
S[ LENIUM 00St 7 7ame:! 
CHROMllJ' ~ 00409 IS.6mell 
~:!ient A.!!::ls: 
If', 'WirE 003313 ml I 10 ml " 

P : 'U;9 ~: rPN 3:1 ~2~OMLAAS7 .6gm.'IDEX3S0gr,.J' LIP:CS "S!it'n 
I.,fuse : 1,Iuse 2190ml intravenously viII cenlral lV line & C~dd 

~.ump oVer 141m: 5dayslweek. Add 10ml MVI pne, to use 
Pump Settings: Res Vol : 22401l1n f Vo.J : 219011 
Cycle: 14hrsll !arpar uplOown: 1 h. 

$1 Dfape: f~ftfrigerate' RAmo_ from fridge 1 hr prior to infil~inn 

N;': 12E .51mEqlBaQ K' 52mEq,IS,,!'l CI: US.S2mEqlBag 
C~: 1 <) mEqlBag Mg: 31.99 mEqiBag Ac ' 123.83 mEqlBiI09 
PI' os; 24 mMol/Sag 
Fill CilI : 480 kC,,1 CHO Cal: 1325.99 kCai PrOle ln. 97.5Gm 
Tc;tal Non-F"rQlein KC&! : 180S.99kCal 
O:" ,!'"i~ : !O mi !n~si :." Vcium": :>1110 m! Tutal Vc.h ..... ;Q 2250 nll 
~'fI .r Up: SOmin hpe, Down: 60 min Infusion Period: 14 h,,; 

D:scard Aft !l ' : 0111412011 Qty Disp : 5 Refi lls Left : 95 
Erll ered E.y : shov.-ard Checked By: ___ _ 
o ,>card ;m~ unused volume after 24 hours. 

ulion: Federal andIor SIa\e L.tw prohibil$ ~ansMr 01 this «ug to MIY person oIhet !han the patient for whom ij was prmribed. 



10/05/2010 15:14 FAX 7816326717 GE HEALTH CARE I1Il 001 

l:J.iJt 

5 October 2010 

Debbie Anderson 
Director of Licensing 
State Boord of Phormo~y 
1625 N Market Blvd, N219 
Sacramento, CA 95834 

Re: Request for letter of interpretation on proposed Title 16 section 1707,5 Patient-Centered Labels on 
Medication Contoiners 

Ms. Anderson: 

The intent of this letter is for further interpretation of the proposed Title 16 section 1707.5 Patient­
Centered Labels on Medication. GE HeolthCore recognizes section 1707.5 is not final. This is a preemptive 
request for interpretation to ensure compliance on the day of implementation, as California Business and 
Professions Code section 4076.5 mandates the requirement to be in effect on or before January 2011. 

Title 16 section 1707.5 states "Labels on drug containers dispensed to patients in California shall 
conform to the following format to ensure patient centered ness." 

Pursuant to a telephone conversation on September 30, 2010 to your office, Medi-Plhysics, Inc. dba GE 
Healthcare exploined that the regulation would not apply because Medi-Physics, Inc. dba GE Healthcare is 
a licensed Nuclear Pharmacy thot dispenses patient specific unit dose radiopharmaceutical prescriptions, 
and bulk radiopharmo~euti~al products to other radioactive materials licensees authorized to use these 
products. We do not distribute our products to the general public, nor directly to the patient. 

Each authorized licensee must possess a radioactive materials license (RAMU from the California 
Radialogic Health Branch (RHBI or Nuclear Regulatory Commission (NRC) in which to order and receive 
radio"pharmaceuticals. Attachment A contains a copy of our Anaheim RAML. This license is representative 
af a typical RAML held by our California based facilities. Please refer to condition 23 and 25 stoting GE 
Heolthcare is nat allowed to distribute products to unauthorized agents. 

All prescriptions dispensed by GE Healthcare facilities are distributed to, received and o,re administered by 
licensed Health Care Professionals only Ii.e. RH6 and/ or NRC Authorized Physician, c,r Certified Nuclear 
Medicine Technalogist!. Attachment B contains examples of container labels that are currently used by GE 
HealthCare radio-pharmacies. 

Should you require any additional information regarding this request for a letter of interpretation please 
feel free to contact Rick Hughes 609.514.66470r at Rick.Hughes@ge.cam. Thank you in advance for your 
o$sistonce in thi~ matter. 

Regards, 

GE Healthcare 
Iti.;:hard ~ughc8 

Corpontlt: Radiation Saftty Officer 
101 Carnegill: Center 
Princeton, NJ 08540 

o . 609·514·6647 
C • 609·209·(,832 
F - 215-827-5702 
rick, hllghcs@gc,com 

Ric hes . 
Director of Pharmacy Regulatory Assurance 
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ATTACHMENT A 
ANAHEIM RAML#4810-30 
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:CT; 946236 OJ. OCTOBE.R 5, 2010 

**W_. RET URN GOO D S AUT H 0 R I Z A T ION **w** 

.l: G8 HEAL,TI-I CARE. RGA NBR F'ISHEE SCIENTIfIC COI~PANY 
!O COMMERCE WAY RG?~19140 NORTl-IEA,ST DISTRIBUTION CE 
mIT8 A 325 BOWLES ROAD 

EXPIRE DA'l'E AGAWAM Mil 01001 
10BURN MA 01801 J'ANU-',RY 3, 2011 RI'P: JULIE BAPTlE 
,TTN: BOHN, ANTHONY A/- PHoN8: (Q~Oi 259-1200 

'0 NUNB£R: 305805505/CH ORDEE NER: D027,1'"1892 
mF )'lUMBER: 

PLEASE ACCEPT TIUS FORM AS YOUE AUTI'iOElZA'T'ION FOR RETURNING 'PHE LISTE:D 
PRODuc'r (S) pen YOUR REQUEST. WHEN PREPARING THE ITEMS (S I FOR RE'rlJRN, 
PLEASE COMPLY WI'l'H THE ['OLLOWING INS'I'Ruc'rIONS: 

1, ENCLOSE TIUS FOHN WITH THE SIHPMENT AS THE PACKING SLIP, 
2, PACK ALL RETURNS CAREFUGLY WITll PROPER PRO'I'ECTTON FOR EACH I'rBM, 

Rl'.[,URBISHING CHARGES CAN BE EGIMINlI'l'IW WITH CAHBE'UL P,lI,CRING 
nSHER SClENTIFIC IS NO'!' RESPONSIllLB fOR GOODS DAMAGED IN RETURN 
SHIPMENT 

3, RETURN HAZAnDOUS MATEHIALS IN ACCORDANCE WITH APPLICABLE 
DEPARTMEN'l' OF TRANSPORTATION REGOLNrIONS. 

4, FISHER SCIENTIFIC, UNDER fEDERAL REGUL,!,TIONS, IS NOT PERMITTED'I'O 
RECEIVE HAZ.ll.RDOUS WASTE. 

5, SI'lIP TRANSPORTATlON PREPAID. 

:TM I QUANT I UNIT I CATALOG NBR DESCRIPTION RCN 

1 1 EA BP671 10 BOVIN S8R ALB T. YOPB PWDR lOG 001 

'E[,L US ,'IBOUT YO UP. RECEN'!' CUSTOMEP.-SERVICE RXPEP.IENC8 BY COMPLETING 11 SHORT 
;URVEY _ TI-IIS SHOULD TAKE NO LONGER Tl-IAN 'I'HREE MINUTES, E:N'l'ER Tl-]p' LINK IN'I'O 
'OUP. BHOWSER: http://surv''l'.meaallia, con1/fis;her~,ci PASSCODE: USA-PGH-CSl 

PAP.T OF THERMO FISl-IEP. SCIENTIFIC ---- -- -- - -- --
I?AR~: OF Tl-IERMO F'JSI·IEP. SCIEN'j'IFIC ---------------------



t. /,iCtI"~: 

2 Ar1I1tf>ss' 

All.",,""' 

Medi·Physies, Inc, 
dba GF. Healmcare 

150 WC$1 C.lTi'o~ Avenue. Suil. ISO 
Anaheim. CA 92805 
Norihiko Morikawa. R..Ph. 
Radiation Safety Officer 

3. Lic::e"ft!' Numb'Sf' 

4810·30 
4. EJtpJf8l1fJl'I "fa: 

JanusI")' 16.2004 (2) 

$, 'OIlPOCI'O"rI"nOY' R3dlologic H •• llth Br~nch 
South 

6. Nuclide 7. Form 8. Possession Limit 

A 
1. Any rlldiQnuclidc with atomic 

numhers ).8) inclusive, 
except: Srrontium-90. I.cad· 
210 and the radionuclldcs 

A. Any A. 
I. TOlal nOli to ex¢¢ed 6 Ci. nO 

singl. nuclide to exeeed 
3.5 Ci. 

>'Pedficallylisilld below: 

2. Rubidh'm'81 2.-3. r 011\11101 to exceed SOO mel. 

3. Kryptol1-81 In 

4. Moly~denum.99 4.·5. Total nOllO exceed 201 Ci. 

5. T t;:ehneli IIm-9911l 

6. Iodine· I 23 6. Total nor to exceed 2.5 Ci. 
. 

7. lodine- 12S 7. T olal not 10 e~eeed 2 C i. 

8. IOdine-I 29 S. Tot.1 "ot 10 eKe •• d 500 mCi. 

9. Iodine-Ill 9. Tot.1 not to exceed 3 Ci. 

10. Xenon· I)) 10. TOlal not to exceed 5 Ci. 

II. Xenon-121 11. TOlalllOl to exceed 2 Ci. 
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Page 1 of 6 pages 
RADIOACTIVE MATERIAL LICENSE 

Pol'Su .. 1 10 Ih. C(>l1""ml' C.,... 0/ R09ul",/on .. Divis/on 1. TIt,. 17. Chop'" 5, $UbohOpttr 4. GrouP 2, 1.1 •• "111"9 .,' R.dlo •• ,I",'WttlJ/. rnd 
In l'oUanea ~n s':a"""Mfti ,),,,'1 "'~I"iP'Sp.",a"om. "~"foro~ I'IHh1C!'''" tn, Ilcen:Sflo. iii "(a~nu /s he","y luurt~ flurhorl~/,.g rhe I1c.m," (0 nK.'9Iv,/ 
V.:icr, pctO.Je5li, ~1'Iir).sf""'. Qf dUJpo!te of rtKI/oltctfvo rn»f~I1:11 IIs.t"d bPlow; ~l'Id tt) vse $ovett f(l(il08Ctlvw ,.,., .. rfH1:t' 1'tIo, Ih,. fJUq:xtso(SJ ~tI"d • rll_ 
Plf«::f'('} ~gn/dtx1I:i1I1fOW, This IIl;vnsv 1$ .'wbj.ct to ifll sppllcablt ruJn. f'f!gUllfflons, iVld on:t'I'J: o( th,. Cl!lllfOr'I'*l~ o.p"rrmfi>'" of Public 
H':lft#'I now Or hfUWt'rr:r in eWecr !lmd to Itny Slftnd,rd Of !J~IfIc:. cOlfdl#"" $prtc:li1ed In fhis J/cMn. 
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Page :2 of 6 pages 

RADIOACTIVE MATERIAL LICENSE ll"" ••• Numb." ill2:1Q 

Am.,nr;Jmenl Numbef: § 

6. 

B, 

C. 

D. 

N\lclide 7. 

a, 
I. lodinc·125 

, 
~. Palladium" I 03 

Any radionuclide with atom i. C, 
n\lmbers 3-83 inclusive: except: 
Strontium-90 and l,cad·21 0, 

Any radionuclide with atomic D 

FOnn 8. 

Seed5 for Brnchythcr.p~ B. 

Pr.p.<k.g~d units for ~ C. 
diagnostic lest kits, 

All)' sealed sourcos1l1allufactlired, D. 

Possession Limit 

1,- 2. TornlllQl1o exce.d j Ci. 
Each sl!ed MilO exceed 
I mCL 

Total not (0 o~cecd S mCi, each 
radiolluclide !lot to exceed I mCi, 

Total not to eXc~d 5,0 Ci, 110 

10, 

F, 

number )-83 inclusive, 

Depleted Uranium E, 

Any rndionuctide with atomic F, 
number )-83 in<iusivo, 

labeled, packalled aud in 
disu-ibuted in nceol·dollC. with a 
specific license issued to the 
Inm,ufactllrcr by the U,S. Nucl",r 
Regulatory COlnl11issioli, all 
Agreement Stnt. or a LiccllsIllg 
Stat •. 

M.!ol E. 

Analytical Wipe Test, F. 

sing I. SOlll'ee: to exceed 200 mCL 

Total not to '~xc •• d 400 kilQgram 
(135mCi), 

Tot.1 not to .~oood 5 uei. 

9, Authgrized U,S 

A. PrepArAtion and distribution of r~dia.c!ivc dnlgs including compounding of lodin.-123. 125 and 131 and 
redi,trlbution of used and unused Molybdenum.99rtech"e!ium-99m al\d Rubidium-8 I IKrypton·8 I 111 gCl1erUIOr$ 
to amlloriled l'ecipientg in Rccordanc. witlt the Cnlifornia Code of R.gularions, Title 17, Section 302' 0.2. 
Prcparation and di.trib"tion of radioactive drllgs and radiochcmiCIIls incltlding tompotll1ding ofTodino-1Z3, '25, 
and 1-131 and redistribution of used and unused MolybdeulIm·991 Tecl1l1etillm-99m and Rubidillln-8ifKrypton. 
81m ge:l"ltralors \0 authorized recipie:nts for n0I1-l1ledicnI1l9c. 

B, Rcdi~lributjo" of s •• led sourco; initially distribul~d by a IMl1l1fac!lIrer licensed pllT$Uant to 10 CFR 32.74 or 
equivalent Agreement State or Licensin~ Slate requirement', R~dl51rib\'tion of scaled SOUrceg thnt hove bc<:n 
registered either with U.S. Nuciea,' Regulatory Commission lInder 10 CFR 32,210 or with an All""'ment State or 
al,icensing Slllle and have been distrihuted 10 perpons specifioally 8l1thori.cd by U,S. N\lclear Regulatory 
COlnmission, a" Agreement Stnle or a Licensing Stat~ to receive. possess ,lid lise Ihe de"ic¢5/sollrcc~, 

C, Redi5tribution 10 specific licens.es or s<ntrallicenSl:cs il1 accordance with title 11. Cali~omi. Code of 
Reglliatioll.s. Sccrior'l ~OI92.5 provided [he packaging nnd labeling ~mnjn uO';::lumged. 
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California Oepor1mfnt Of pubtle Hultll 

Page 3 of 6 pages 

RADIOACTIVE MATERIAL LICENSE "'''''n'' Numbec ill.Il::J!l 
Amend",enl "'.mber, !(i 

D. C.libr.tion Dnd chocking <lflhe lioo,,50c'. i".mllmonls and provide quality assurance testing 10 pCfsons licensed 
by the U.s. Nl1clellt Regul.tory Commission. an Agroelnenl State or a Licensing Stale. Rc:di$lribution ofsea!ed 
50,"00 initially distribuled by a tTlQnur.ctul"ll' licensed pursu.nt \0 ! 0 CFR 21.74 ot equivnllont A~reement State 
or Licensing Slate requirctncots to .lIlh(1ri~.d I'ecipienls for ",edieRI or 110n modic.luse. 

R To be used in shielding for Molybdenllm·99fTeehnnetium·99m and Rubidium.8I1Krypton .. Slm generators. 

F . To be used incidental to Hlmll'sis of wipe leSI samples ~s a customer service. 

LICENSE CONDWJ2J'l§ 

10. Radioactive ma\erial shall be used ollly at the following localion; 

(a) J SO West Conitos Avonue. Suite 150. Anahoim. CA. 

II. This liccils. i, ,ubieci to an ."mlnl (C~ r~r source~ of rRdio~ctivc lTIuleriei aulhori;:ed to be pO$sessed at ~ny olle time 
as >pecified in item> 6. 7, 8 and 9 of this license. nie nnllllnl fcc for thi~ license is required by ~nd computed ill 
accordance with Titl. 17. California Code of RegulatiOn~. Sections 30230·30232 nnd i~ .I~IJ $ubjcc\ 10 ao annual 
c<)sl-of.living adjuSl1l1ent pUrSU~I'\ 10 Scclion 100425 ofth. Californi. Hen!th and Saf.l)' Code. 

12. Radioft<:tive matori.1 sholl be used by, Or under the supervision and in the physicnl proSC,nce of. the following 
indi-idu.I.: 

(0) Roben Irwio, R.Ph. 
(b) Norihiko Modkaw., R. p~, 
(0) Randy Koh.n. R.Ph. 
(d) DOll TrM Nguycn, R.l'h. 
(~) PQIII Nguyen, Phann.D. 
(t) Any other radiophannacisl, registered hy the Californi. SlGte Board or Pharmacy. nnd nl>o listed on a s~ific 

lieC'/lse ofth. U.S. Nuclear Regulatory Commissioll. al' Agreement Stale or a Liten5inl~ Stato fOr ~ ,nax;mum 
pcriM of sixty d~y$. 

13. Except., ~pccifical\y provided otherwi~e by Ihi~ license. the licensee shall pOS$e .. 81ld use radioactive material 
de~eribed in Itel"s 6. 7. S ~l1d 9 of this license in accordn'Ice with the Sinlemonls. rcprc$Cntauons, and procedures 
ooOlained in the documents listed ""low. The DepArtment's r.8ulo\i0I19 shall gov.rn unless the statement>. 
reprc~cniation$, .no pro,ed"r., in rhe lie.Moe·s opphealiolt "Old correspondence are moro restrictive than the 
regulations. 

(a) The license renewal.ppllcalion with Dltachmel1lS doled March 16. 1994. signed by Karl Nigg. Vice President of 
Ph ... ",.ei ••• a, modified by the lel1er received March 6,1995. nnd leller with attachment. doted March 10, 1995. 
both ,igned by Paula C . .leIer, Sr. Health Ph)'~ioist. Resul.IOry Affai..,.. 

(b) n •• letter dated October 22. 1996. signed by Randy R. Kohen. \t.Ph., Radiation Silfety Officcr. regarding 
additi()Il of chem ieal grade lodine·123. 

(0) Th< len", d.,ed febru.,')1 6. 1997. with an.chments. signed by RAndy R. Kohen. R.Ph., Facility ManA~.r. 
Radiation SafetY Of(ic.r. regarding th. remodeted l1iX'r plftl1 and new IIfOD wipe '·Mp. 

(d) The leiter, with altachment, dated J.nulV)' 25. 2001, signed by Richard 1\. HIISh.s, Corporate Radialion Safety 
Officer. re~ .. rdins revision, in Ihe packaging and trilMpOn procedures. 



10/05/2010 15:16 FAX 7816326717 GE HEALTH CARE I4i 007 

91G322B&39 RADIO-OGle I-EAL TH BR !"AGE 05/07 
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Page 4 of 6 pages 

RADIOACTIVE MATERIAL LICENSE Uten.., Num~., !U!l:lQ 
Amendmtml Number 46 

(0) llle lotter dRted Novembor 20.2000. tho lettor dated .Il1ne 18.200 I. and the leiter daled June 29. 2001. all signed 
by Richard A. Hughes, Corporate Radiation Safety Officer. regarding tl,e redistl'ibntioll of se~led brachytherapy 
SQurces. 

(f) 'Tht Itlter, with attached diB8r~m, dated December 14. 2001. .igned by R.ndy R. Kohen. R. Ph .• Facility 
Manager, as supplemented by the letter, with ottachments. doted February S. 2002, sigl,,,d by Richard Hughes, 
Corpomt. R.di.rlon S.fety Officer ro:garding the I SO West Ccrrhos Avenue, SlIit. 150, u •• location, 

(g) The lett ... , .11 with attnchment~, datod August 19, 2002, OOlOb ... 3, 2002 and Dceemb",' 2, 2002. all ~igt'lcd by 
Richard A. Hughe •• Corporate Radiation Safety Officer, regarding the remov,1 of lhe 1341 GeM Autry Way, 
Anah.im. CA use locati(lll from license. 

(g) Tho I<tler. with attacl!mel1\, dated Mnr~h 19, 2003. signed by Riehal'd A. t·IUShes. Corporat. Radiation Safety 
Officer, regarding th. Appointment of a Corporate Radialion Safety Om«r. 

(h) Th. lotter, with attachments. dated May 14,2004, signed by Richard A. Hughes. COlllOmte Radiation Safety 
Officer, regarding. challS. in ownership. 

(i) Th. leller, wilh anachment, dated August 9, 2007, and tho letter, with attachments, dalled September 3, 2007. 
both signed by RichArd A. liugh." Corporale Radialion Safety Officer, regarding the t'e<Ju"" to provide wipe 
lest analysis as n custom ..... rviee and new phnnnney lobo Is. 

U) Th. letter, wilh "tI"ohmen,., dated JUlie 6, 2008. ~igned by Rieh~rd A, Htlghc!. Corpol'~te R~dialiol\ Sofety 
Offieer. rognrdin~ modifications to tho fum. hood for the Capsulatol'. 

(k) The lenor, with attachments. dated April 6. 2009, slgnod by Norihiko Morilla..,., ~:,Ph .. Radiatia" Safety 
Officer. regarding I'eplaeemellt of App¢ndi~ G . "Pl'odlll'l Shielding and Radiation Measurements", in the license 
application dated November 29. 2003. 

(I) The Icrttl'!l, with allachments, dnted April U.10I0, And MHY In. ZOIO, both "lIntel hy Richard A. Hligb.~. 
Corporale R.diation SAfety Officer, aM the letter, wilh 111achmcnt. dated Mny 27, 1010. 5igned byNori 
Morik.,,·., R.Ph .. RHdi.tion Safety om«" regarding Ihe remodeling of Ih< """Iri<led 3r~3, with 
i;\."t!4odate(l 4;OlllnlitmcntJ and procedure!. 

t4. (a) The Corporale R.adiation Safely Officer shall be Richard A. Hughes. 

(b) The Rodiatioll Safety Officer in this prol\rnm shall be Norihiko MQrik~w", R.l'h. 

15. Scaled sources possessed under this license shall be tested for leakege and/or I:Olltal11inalion as required by Tille 17, 
California Code orRcgul~ti<)ns. Seclioll )0275 (e), 

16. In lieu of Ihe leek lest iI,tol'V.I. required by Californi. Cod. of Regulations, Title 17, Section 30275 (,), sealed 
so"tce. elIn be tested for le.kage 6nd/or contamination .t longer intervals when they arc specified in " certificate of 
rogisll1ll iOn Issued by the U.S. N~,lenr Regulatory COlllmissiQIl, all Apment State or • Licensing SlAte. When a 
longer interv,1 ,tipul.ted in , certificale of regislrali<m i, ~s¢d, the ccrtiJicatc ,nus! be maintained on file and 
available for ifl9pe~ti'm rOt ns lon~ as the 8~socjated leak tcst ref;;('Irds nrc ret",incd. 
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17. The following individuals arc authorized to collect wip" t~st samples or $ealcd ~ollrcos possessed under Ihi. license 
u~ing leak teS! kit. o<ceplablc to the California Deportment of Public Health: 

(a) The Radiation Safety Officer 
(b) Qualified j~djvjduals designated in wriling by Ihe R~di.tion Sofety Officer 

18. The licensee shall conduct a phy,i<nl inventory ever:>· six months \0 accoullt for all sCIIled sources andlor deviccs 
received And possessed under the license. R.cord. of the inventori., ,h.1I be maintained for insp(lC'ion, ond may be 
dispo$~d of followill~ Department inspection 

19. Tho licens •• sholl comply with all rl:qulromcnls of Title 17, Colifomia Code of RegulatiollS, Secti~n 3037) when 
ITlIJlsporting or deli~erin8 radioactive materials to a carrier for shipment. These requirement. include; paekB@ing. 
marking. labeling. looding, stor~ge, placarding, monitoring, Blld accidelll reponing. Shi,ppin~ pIlp"r.I shall be 
Inainlained fOr inspection pur,\lDnIIO the U.S. Department of Trallsportlllioll requirements (T:ill. 49, Code ofF.deral 
RegulQliolls, Pan 172, Sections 172.200 through I n.~04). 

20. The licellsu may use One COI1S!lIncy source for th" dose calibrator constancy tesl provided that lho do.e cnlibr.tor 
mOlluol i"dicnt •• thM only one conStancy source is needed for proper Quality Control. 

21, The licensee may us< Qny commereially .vnil.ble device, .ccept.,ble to the U.S. Nucl •• r Regul.tory Commission, lin 
Agreement StOle or 0 I).ensing Stat •. for doing linearity tem or it, dose •• librat"f pl'OYided til; procedures 
described by the m.rillroctllrer of the linearity device arc followed. 

22. The licensH is authorized 10 perrorm nuclear medicine equipll1ent quality assurance tests as "c\'stomer se\vice using 
equipment ond procedures in accol'd,"e~ with the statemel,tg, procecl",e~ and representations in Condition IJ of this 
I iCtSl1se. 

23. Reagent kits mny be redistributed to par!lOns pursu.n1lo Tille 17. California Code of Regul.llioIlS, S""t;OI1 30195 9a) 
nnd (b), or 0 spacifi< license issued by the U.S. Nuclear Regulatory Commissioll, an Agrocmellt Stille 0". Licensing 
Sto ••. 

24, Vial, "'1ntaining Xenon·133 sas ma~\Ifaet\lred, lobeled ""d p~ck.gcd for phanllaceulic~1 use, may be redistributJ:d to 
persons licensed pur~ll~nt to Title 17, Colifornia Code of RQgulalions, SlICtion 30195 (n) nnd (b), or 0 .peeific license 
issued by the U,S. ':>lllcleQr Regulatory Commission, an Agreem.1l1 State or a Uccnsing Stat~:. in II<:tordance with the 
statement, prated",., a~d r.presellla,ions in Condition 13 of tit is licen,c. 

~5. R.diopharm.<:eutical. may be redistributed \0 pal'sons iiceMed pursuant to, Tille 17, entiforni. Cod. of Regulations, 
Section 30195 (a) ~nd (b), or a s~ific license issued by the U.S. "".I •• r Regulatory Commission, an Agreement 
St.ato or a Lic.nsin~ Stat. in accordance with the statements. procedures and rep."sentatiolt~ in Condition 13 of this 
liCense. 

26. The li«n, •• is hereby Jl,'1InI'cd authorization 10 retrieve radioactive W8!1tO from customers f9ciliti., in Be<:ordlLllC<l 
with the procedures descrlbed ill Condition 13 of this license, ColI~ction of radioactive wasle from customer 
facilities .hall be limi'ed to waste generated from ,"aleri.l. supplied und.r condilions of'his lie.nle, 

27. Whclit usor& or their assistants I1re ong.ged ill elution of ~r1.echllc:tftte 99m from ~r:I1I:rQlors\ the exposure to the 
(ing.r~ or hands shall be monitored 35 reql1ined by Till. 10, C(lde of Feder.1 Regulations, PIU't 20. 
SectiQIl 20..1502 (a). 
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28. Equipment for '·adiornelrie assa) of ph.rm.eeutic.I~. body nuids, ~xcreta. or in vin-o assay samples, shall be 
calibrated 10 ellsure the n:1i.bility of data obtained. The stability of tho equipmont 5holl be checked at lCa:<t once on 
.8ch doy of usc, using appropriate ",Andard~. 

29, ihe licensee i$ nuthori1.ed to hold radioactive moteri.l, with. physical 1,.lf.life of less tha," 6S day~ (or decay in 
storll!!e before dispo*al in ordinary trash provided: 

(A) RadioaClive waSle 10 be disposed of in this 'nnnner sholl be held for dC(:RY ill storage ror all leaS! 10 half-livos. 

(b) Before disposal as I1orl11al w~ste, radionctive waste shall be SlIfveyed 10 delefll\i~e thai its ,'adioMtivity C4l1nol 
be diStinguished fi'olTl background. All radiation labels sholl be removed or obliterated. 

(0) R«Md, shall be maintained of tbe dl'po,.1 of'iunsed materioL. m.de by decay in ,tonge. These records 
shall be 9nffi~i.nt 10 d.mon~lr3t. <omplinn •• with Ihi, li.ense ~ondition ond .h.11 be ...,t.ined for 3 y.3r~ 
after the rCl:ord i.1f mAde. 

(d) Generator col~mns sh~lI be segregated $<) that they may b. monitored separately to .nslIIre doosy 10 bnokground 
levels prior to di'pOsnl. 

30. In addilion to the possessiol1 limits ill lIem 8. the licensee shall f"rther restrict the possession of licensed ,noteTinl so 
that al ~o I;me will the t<)tAl quantity of radioactiv. matori,1 posoc.,cd require financial I .. rol" for dC(lolnmi~9iQning 
in accorda".. with tho Califomin Code of Regulations, Title 17. Section 30195.1. A v.ltU~ of 100 microcUrics is 
'ssiglled to Coball-S7 to supplement the COde or Federal R,egulatio"s, Title 10,1'81'1 30, App~ndix B. 

31. The licensee will provide !.he Low Level R.dioAC\ive Waste (LLR W) rcpom specified in the Cnlirorni. Heallh end 
Safety Cooe 9.clion II SOOO.I(h) 10 the California Department of Public Health (CDI'H) on lin annual basi. for both 
shipped and Stored LLRW. Altemativel)', LLRW shipmenl information mny be provided on ~ per shipmem b.~i~. 
l,tRW shipment informotio. and annual report. sh.1I be mailed 10: 

Aun, LLR W Tracking Prognlm 
Californi. Deportment of Public Health 
Radiologic I-ioallh 9ro"ch MS 7610 
P.O. Box 997414 
Sncramcnto, CA 95899·7414 

32. A copy oflhis 
0' 
license and a COpy of all records and do<;umenis penainlng to lhi$ lictnse ~h.11 be maintained ~vail.ble 

ror inspeclion 150 West Cernlos Avenue. Suite I SO, Allahei",. CA. 

Date: Mft;t 28, 2010 Ely: 

of IPublic Health 

........--
:R:.:dl:D<>g:;I:C:H:'.:1l:~~B:r.=:7.=~6~1~O;-....!""===;"""---------
PO Box 00741. 
SaCrAMl!InlO. CA. 95899.7414 
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.of Ii:all;.~<](-<, I'-!.U~i'l wed 10/-6/2010 
ill Corrn",,-cz 'A'~, 
W'lb",,<HA,;)]t;:,ji flX#-1709511J 
1: 7!l-':':l'.?-";;'OO Ordef# 1747099 
l.O<IiO'-<:l:J .. ':i:(!to) 

0Ifr R[<Id to t, r"" Ane (CHff. [(;,'1(011.'), MAL. 0174Z l-1Al·(j47 

EMERSON HOSPITAl 

NlJdl!!ar Medicine 
M!locanliol Perfusion 

Tc-99m Myolliew!tetrofosminl I"T: r-rod?::ly, 8: llistltl 

28.0000 mCi @ 11:00 On lO/6/20l{) 

~";"'~=~~h~'ID~'~'~~o~. ===;1;.O~2;2~4 mi led 
I'l&Wc-=--l",ri;..; (I l"".:::J/rr.ud""""!i'lor, 11"-"" 

Control # 37-10/6/2010 
'-___________ ...J .4.Cl OISP: 2al)] nt:"i !\.m·;JJJ t/,llq) tI-10% 

Run- 1 FiIP ,,o;.:l'i';::n lflo'fi,'?fl10 

Un'~ ". 
p.n #: 

"",~jot>a~k~ 

Vl.<"""~1MI> 
..... "' .......... ~lfli 

~~~rf ... ki1 
PT: Modllll. 8 llm'!O 

Oroer# 1747099 
EXf': lU5 On 1!),r6l:<:O~1) 

Gi:I flocrlln ,..,.""A:r .. Odroa. CO!£l]RI). "'_"2. 01:;'12 H.4.1-{l41 

Nudear Medicine: 

me; @ 11:00 On 10161201Q L0Z24 mf Ie',. 

_~$'11}~~'1 

HlIlXCrdt:i1 ~sion 

~:;..==t M:llk ,t..njl!!WS CooroJu, hltrl,~D_ 
~

P.O.;;: = 

= = 
= 

~=~-:::::~' Wcll~'lit.'Dl·=' Order# 174109'1 PXiF 11095-10 
W:!l"',Mf.{Il~i Rlin ~ 1 Box#- 2 
T AlJ.·'i]2--'i200 iF. .l,S: ... Y:213111i:;....:::.'r.,I Il.03r..occcrMSo?>J-1C~ 
wt~l(>Jii>:".e,J,a-<:{."rrrol!l.{:{:flo;:X:MMAZ.-OHQ .:W [.i;:15O",lll/6.l:K>.O 

Nuclear Medicine Hffi;' Ir.-H ... = fri'p 
H~""Jf"";<lf> 

EM ERSON HOSFl'lTAt 
fTc -9CJrn MYO'I.I'iew(tetrofusminj 
l8..oooo ma @"11:OO0n lO/6/lO1{1 1.0224 ml ~cd 
f'T:R:ltk'll!il,8 1l}5/lC 

(((lIt if -1 2{no C"C HI 

P.O -t! 



 

 

 
 

 
 

 
 
 
 
 
 
 

 

 

 

 

1707.5. Patient-Centered Labels for Prescription 
Drug Containers 

§ 1707.5. Patient-Centered Labels for Prescription Drug Containers; Requirements 

(a) 	 Labels on drug containers dispensed to patients in California shall conform to the        
following format: 
(1) 	 Each of the following items shall be clustered into one area of the label 

that comprises at least 50 percent of the label.  Each item shall be printed 
in at least a 10-point sans serif typeface or, if requested by the consumer, 
at least a 12-point typeface, and listed in the following order: 
(A)	 Name of the patient 
(B)	 Name of the drug and strength of the drug.  For the purposes of this 

section, “name of the drug” means either the manufacturer’s trade 
name of the drug, or the generic name and the name of the 
manufacturer. 

(C)	 The directions for the use of the drug. 
(D)	 The condition or purpose for which the drug was prescribed if the 

condition or purpose is indicated on the prescription. 
(2) 	 For added emphasis, the label shall also highlight in bold typeface or 

color, or use blank space to set off the items listed in subdivision (a)(1). 
(3) 	 The remaining required elements for the label specified in section 4076 of 

the Business and Professions Code, as well as any other items of 
information appearing on the label or the container, shall be printed so as 
not to interfere with the legibility or emphasis of the primary elements 
specified in paragraph (1) of subdivision (a).  These additional elements 
may appear in any style, font, and size typeface. 

(4) 	 When applicable, directions for use shall use one of the following phrases: 
(A) Take 1 [insert appropriate dosage form] at bedtime 
(B) Take 2 [insert appropriate dosage form] at bedtime 
(C) Take 3 [insert appropriate dosage form] at bedtime 
(D)	 Take 1 [insert appropriate dosage form] in the morning 
(E)	 Take 2 [insert appropriate dosage form] in the morning 
(F)	 Take 3 [insert appropriate dosage form] in the morning 
(G)	 Take 1 [insert appropriate dosage form] in the morning, and 

Take 1 [insert appropriate dosage form] at bedtime 
(H)	 Take 2 [insert appropriate dosage form] in the morning, and 

Take 2 [insert appropriate dosage form] at bedtime 
(I)	 Take 3 [insert appropriate dosage form] in the morning, and 

Take 3 [insert appropriate dosage form] at bedtime 
(J)	 Take 1 [insert appropriate dosage form] in the morning, 1 [insert 

appropriate dosage form] at noon, and 1 [insert appropriate dosage 
form] in the evening 

(K)	 Take 2 [insert appropriate dosage form] in the morning, 2 [insert 
appropriate dosage form] at noon, and 2 [insert appropriate dosage 
form] in the evening 



 

 

 

 

 

(L)	 Take 3 [insert appropriate dosage form] in the morning, 3 [insert 
appropriate dosage form] at noon, and 3 [insert appropriate dosage 
form] in the evening 

(M)	 Take 1 [insert appropriate dosage form] in the morning, 1 [insert 
appropriate dosage form] at noon, 1 [insert appropriate dosage 
form] in the evening, and 1 [insert appropriate dosage form] at 
bedtime 

(N)	 Take 2 [insert appropriate dosage form] in the morning, 2 [insert 
appropriate dosage form] at noon, 2 [insert appropriate dosage 
form] in the evening, and 2 [insert appropriate dosage form] at 
bedtime 

(O)	 Take 3 [insert appropriate dosage form] in the morning, 3 [insert 
appropriate dosage form] at noon, 3 [insert appropriate dosage 
form] in the evening, and 3 [insert appropriate dosage form] at 
bedtime 

(P) 	 If you have pain, take __ [insert appropriate dosage form] at a time. 
Wait at least __ hours before taking again. Do not take more than 
__ [appropriate dosage form] in one day 

(b) 	 By October 2011, and updated as necessary, the board shall publish on its Web 
site translation of the directions for use listed in subdivision (a)(4) into at least five 
languages other than English, to facilitate the use thereof by California 
pharmacies. 

(c) 	 The board shall collect and publish on its Web site examples of labels 
conforming to these requirements, to aid pharmacies in label design and 
compliance. 

(d) 	 The pharmacy shall have policies and procedures in place to help patients with 
limited or no English proficiency understand the information on the label as 
specified in subdivision (a) in the patient’s language.  The pharmacy’s policies 
and procedures shall be specified in writing and shall include, at minimum, the 
selected means to identify the patient’s language and to provide interpretive 
services in the patient’s language. The pharmacy shall, at minimum, provide 
interpretive services in the patient’s language, if interpretive services in such 
language are available, during all hours that the pharmacy is open, either in 
person by pharmacy staff or by use of a third-party interpretive service available 
by telephone at or adjacent to the pharmacy counter. 

(e) 	 The board shall re-evaluate the requirements of this section by December 2013 
to ensure optimal conformance with Business and Professions Code 
section 4076.5. 

(f) 	 As used in this section, “appropriate dosage form” includes pill, caplet, capsule or 
tablet. 



 

 
 

  

 

   

 

 

 
 

   
  

  

 

 

 
 

 

 
 

 
 

  

EXCERPT FROM SB 1489 

SEC. 25.1. Section 4076.5 of the Business and Professions Code is 
amended to read: 
4076.5. (a) The board shall promulgate regulations that require, on or 
before January 1, 2011, a standardized, patient-centered, prescription drug 
label on all prescription medicine dispensed to patients in California. 
(b) To ensure maximum public comment, the board shall hold public 
meetings statewide that are separate from its normally scheduled hearings 
in order to seek information from groups representing consumers, seniors, 
pharmacists or the practice of pharmacy, other health care professionals, 
and other interested parties. 
(c) When developing the requirements for prescription drug labels, the 
board shall consider all of the following factors: 
(1) Medical literacy research that points to increased understandability 
of labels. 
(2) Improved directions for use. 
(3) Improved font types and sizes. 
(4) Placement of information that is patient-centered. 
(5) The needs of patients with limited English proficiency. 
(6) The needs of senior citizens. 
(7) Technology requirements necessary to implement the standards. 
(d) The board may exempt from the requirements of regulations 
promulgated pursuant to subdivision (a) prescriptions dispensed to a patient 
in a health facility, as defined in Section 1250 of the Health and Safety 
Code, if the prescriptions are administered by a licensed health care 
professional. Prescriptions dispensed to a patient in a health facility that 
will not be administered by a licensed health care professional or that are 
provided to the patient upon discharge from the facility shall be subject to 
the requirements of this section and the regulations promulgated pursuant 
to subdivision (a). Nothing in this subdivision shall alter or diminish existing 
statutory and regulatory informed consent, patients’ rights, or pharmaceutical 
labeling and storage requirements, including, but not limited to, the 
requirements of Section 1418.9 of the Health and Safety Code or Section 
72357, 72527, or 72528 of Title 22 of the California Code of Regulations. 
(e) (1) The board may exempt from the requirements of regulations 
promulgated pursuant to subdivision (a) a prescription dispensed to a patient 
if all of the following apply: 
(A) The drugs are dispensed by a JCAHO-accredited home infusion or 
specialty pharmacy. 
(B) The patient receives health-professional-directed education prior to 
the beginning of therapy by a nurse or pharmacist. 
(C) The patient receives weekly or more frequent followup contacts by 
a nurse or pharmacist. 
(D) Care is provided under a formal plan of care based upon a physician 
and surgeon’s orders. 
(2) For purposes of paragraph (1), home infusion and specialty therapies 
include parenteral therapy or other forms of administration that require 
regular laboratory and patient monitoring. 
(f) (1) On or before January 1, 2010, the board shall report to the 
Legislature on its progress under this section as of the time of the report. 
(2) On or before January 1, 2013, the board shall report to the Legislature 



 
 

 
 

 

the status of implementation of the prescription drug label requirements 
adopted pursuant to this section. 

Health and Safety Code section 1250: 

1250. As used in this chapter, "health facility" means any
facility, place, or building that is organized, maintained, and
operated for the diagnosis, care, prevention, and treatment of human
illness, physical or mental, including convalescence and
rehabilitation and including care during and after pregnancy, or for
any one or more of these purposes, for one or more persons, to which
the persons are admitted for a 24-hour stay or longer, and includes
the following types:

(a) "General acute care hospital" means a health facility having a
duly constituted governing body with overall administrative and
professional responsibility and an organized medical staff that
provides 24-hour inpatient care, including the following basic
services: medical, nursing, surgical, anesthesia, laboratory,
radiology, pharmacy, and dietary services. A general acute care
hospital may include more than one physical plant maintained and
operated on separate premises as provided in Section 1250.8. A 
general acute care hospital that exclusively provides acute medical
rehabilitation center services, including at least physical therapy,
occupational therapy, and speech therapy, may provide for the
required surgical and anesthesia services through a contract with
another acute care hospital. In addition, a general acute care
hospital that, on July 1, 1983, provided required surgical and
anesthesia services through a contract or agreement with another
acute care hospital may continue to provide these surgical and
anesthesia services through a contract or agreement with an acute
care hospital. The general acute care hospital operated by the State
Department of Developmental Services at Agnews Developmental Center
may, until June 30, 2007, provide surgery and anesthesia services
through a contract or agreement with another acute care hospital.
Notwithstanding the requirements of this subdivision, a general acute
care hospital operated by the Department of Corrections and
Rehabilitation or the Department of Veterans Affairs may provide
surgery and anesthesia services during normal weekday working hours,
and not provide these services during other hours of the weekday or
on weekends or holidays, if the general acute care hospital otherwise
meets the requirements of this section.

A "general acute care hospital" includes a "rural general acute
care hospital." However, a "rural general acute care hospital" shall
not be required by the department to provide surgery and anesthesia
services. A "rural general acute care hospital" shall meet either of
the following conditions:

(1) The hospital meets criteria for designation within peer group
six or eight, as defined in the report entitled Hospital Peer
Grouping for Efficiency Comparison, dated December 20, 1982.

(2) The hospital meets the criteria for designation within peer
group five or seven, as defined in the report entitled Hospital Peer
Grouping for Efficiency Comparison, dated December 20, 1982, and has
no more than 76 acute care beds and is located in a census dwelling
place of 15,000 or less population according to the 1980 federal
census. 



 (b) "Acute psychiatric hospital" means a health facility having a
duly constituted governing body with overall administrative and
professional responsibility and an organized medical staff that
provides 24-hour inpatient care for mentally disordered, incompetent,
or other patients referred to in Division 5 (commencing with Section
5000) or Division 6 (commencing with Section 6000) of the Welfare
and Institutions Code, including the following basic services:
medical, nursing, rehabilitative, pharmacy, and dietary services.

(c) "Skilled nursing facility" means a health facility that
provides skilled nursing care and supportive care to patients whose
primary need is for availability of skilled nursing care on an
extended basis. 

(d) "Intermediate care facility" means a health facility that
provides inpatient care to ambulatory or nonambulatory patients who
have recurring need for skilled nursing supervision and need
supportive care, but who do not require availability of continuous
skilled nursing care.

(e) "Intermediate care facility/developmentally disabled
habilitative" means a facility with a capacity of 4 to 15 beds that
provides 24-hour personal care, habilitation, developmental, and
supportive health services to 15 or fewer persons with developmental
disabilities who have intermittent recurring needs for nursing
services, but have been certified by a physician and surgeon as not
requiring availability of continuous skilled nursing care.

(f) "Special hospital" means a health facility having a duly
constituted governing body with overall administrative and
professional responsibility and an organized medical or dental staff
that provides inpatient or outpatient care in dentistry or maternity.

(g) "Intermediate care facility/developmentally disabled" means a
facility that provides 24-hour personal care, habilitation,
developmental, and supportive health services to persons with
developmental disabilities whose primary need is for developmental
services and who have a recurring but intermittent need for skilled
nursing services.

(h) "Intermediate care facility/developmentally disabled-nursing"
means a facility with a capacity of 4 to 15 beds that provides
24-hour personal care, developmental services, and nursing
supervision for persons with developmental disabilities who have
intermittent recurring needs for skilled nursing care but have been
certified by a physician and surgeon as not requiring continuous
skilled nursing care. The facility shall serve medically fragile
persons with developmental disabilities or who demonstrate
significant developmental delay that may lead to a developmental
disability if not treated.

(i) (1) "Congregate living health facility" means a residential
home with a capacity, except as provided in paragraph (4), of no more
than 12 beds, that provides inpatient care, including the following
basic services: medical supervision, 24-hour skilled nursing and
supportive care, pharmacy, dietary, social, recreational, and at
least one type of service specified in paragraph (2). The primary
need of congregate living health facility residents shall be for
availability of skilled nursing care on a recurring, intermittent,
extended, or continuous basis. This care is generally less intense
than that provided in general acute care hospitals but more intense
than that provided in skilled nursing facilities.

(2) Congregate living health facilities shall provide one of the
following services: 



 (A) Services for persons who are mentally alert, persons with
physical disabilities, who may be ventilator dependent.

(B) Services for persons who have a diagnosis of terminal illness,
a diagnosis of a life-threatening illness, or both. Terminal illness
means the individual has a life expectancy of six months or less as
stated in writing by his or her attending physician and surgeon. A
"life-threatening illness" means the individual has an illness that
can lead to a possibility of a termination of life within five years
or less as stated in writing by his or her attending physician and
surgeon.

(C) Services for persons who are catastrophically and severely
disabled. A person who is catastrophically and severely disabled
means a person whose origin of disability was acquired through trauma
or nondegenerative neurologic illness, for whom it has been
determined that active rehabilitation would be beneficial and to whom 
these services are being provided. Services offered by a congregate
living health facility to a person who is catastrophically disabled
shall include, but not be limited to, speech, physical, and
occupational therapy.

(3) A congregate living health facility license shall specify
which of the types of persons described in paragraph (2) to whom a
facility is licensed to provide services.

(4) (A) A facility operated by a city and county for the purposes
of delivering services under this section may have a capacity of 59
beds. 

(B) A congregate living health facility not operated by a city and
county servicing persons who are terminally ill, persons who have
been diagnosed with a life-threatening illness, or both, that is
located in a county with a population of 500,000 or more persons may
have not more than 25 beds for the purpose of serving persons who are
terminally ill.

(C) A congregate living health facility not operated by a city and
county serving persons who are catastrophically and severely
disabled, as defined in subparagraph (C) of paragraph (2) that is
located in a county of 500,000 or more persons may have not more than
12 beds for the purpose of serving persons who are catastrophically
and severely disabled.

(5) A congregate living health facility shall have a
noninstitutional, homelike environment.

(j) (1) "Correctional treatment center" means a health facility
operated by the Department of Corrections and Rehabilitation, the
Department of Corrections and Rehabilitation, Division of Juvenile
Facilities, or a county, city, or city and county law enforcement
agency that, as determined by the state department, provides
inpatient health services to that portion of the inmate population
who do not require a general acute care level of basic services. This
definition shall not apply to those areas of a law enforcement
facility that houses inmates or wards that may be receiving
outpatient services and are housed separately for reasons of improved
access to health care, security, and protection. The health services
provided by a correctional treatment center shall include, but are
not limited to, all of the following basic services: physician and
surgeon, psychiatrist, psychologist, nursing, pharmacy, and dietary.
A correctional treatment center may provide the following services:
laboratory, radiology, perinatal, and any other services approved by
the state department.

(2) Outpatient surgical care with anesthesia may be provided, if 



 
 

the correctional treatment center meets the same requirements as a
surgical clinic licensed pursuant to Section 1204, with the exception
of the requirement that patients remain less than 24 hours.

(3) Correctional treatment centers shall maintain written service 
agreements with general acute care hospitals to provide for those
inmate physical health needs that cannot be met by the correctional
treatment center. 

(4) Physician and surgeon services shall be readily available in a
correctional treatment center on a 24-hour basis. 

(5) It is not the intent of the Legislature to have a correctional
treatment center supplant the general acute care hospitals at the
California Medical Facility, the California Men's Colony, and the
California Institution for Men. This subdivision shall not be 
construed to prohibit the Department of Corrections and
Rehabilitation from obtaining a correctional treatment center license
at these sites. 

(k) "Nursing facility" means a health facility licensed pursuant
to this chapter that is certified to participate as a provider of
care either as a skilled nursing facility in the federal Medicare
Program under Title XVIII of the federal Social Security Act or as a
nursing facility in the federal Medicaid Program under Title XIX of
the federal Social Security Act, or as both.

(l) Regulations defining a correctional treatment center described
in subdivision (j) that is operated by a county, city, or city and
county, the Department of Corrections and Rehabilitation, or the
Department of Corrections and Rehabilitation, Division of Juvenile
Facilities, shall not become effective prior to, or if effective,
shall be inoperative until January 1, 1996, and until that time these
correctional facilities are exempt from any licensing requirements.

(m) "Intermediate care facility/developmentally
disabled-continuous nursing (ICF/DD-CN)" means a homelike facility
with a capacity of four to eight, inclusive, beds that provides
24-hour personal care, developmental services, and nursing
supervision for persons with developmental disabilities who have
continuous needs for skilled nursing care and have been certified by
a physician and surgeon as warranting continuous skilled nursing
care. The facility shall serve medically fragile persons who have
developmental disabilities or demonstrate significant developmental
delay that may lead to a developmental disability if not treated.
ICF/DD-CN facilities shall be subject to licensure under this chapter
upon adoption of licensing regulations in accordance with Section
1275.3. A facility providing continuous skilled nursing services to
persons with developmental disabilities pursuant to Section 14132.20 
or 14495.10 of the Welfare and Institutions Code shall apply for
licensure under this subdivision within 90 days after the regulations
become effective, and may continue to operate pursuant to those
sections until its licensure application is either approved or
denied. 

http:14495.10
http:14132.20


   

 
 

                                                          
 

 

 

 

 
 

 
 

 

 

           

California State Board of Pharmacy 
1625 N. Market Blvd, Suite N 219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

Date: 	 March 22, 2011 

To: 	    Enforcement Committee 

Subject: 	 Agenda Item 2- Recommendations to Implement Regulations from the  
  Substance Abuse Coordinating Committee, Pursuant to SB 1441 

In 2008, SB 1441 (Ridley-Thomas, Chapter 548) directed that the Department of 
Consumer Affairs establish standardized parameters for substance abusing licensees 
on probation or those in monitoring programs such as the board’s Pharmacists 
Recovery Program. These standards were developed in January 2010, and have been 
discussed at several board meetings. 

To place the standards into effect, the board needs to adopt the standards as 
regulations.   

After the February 2011 Board Meeting, President Weisser appointed himself and 
Tappan Zee to a subcommittee to work on developing the proposed regulations to 
implement the SB 1441 standards. The subcommittee met on March 11, and 
developed the language on the following pages for the board’s regulations.   

At this meeting, the committee needs to review each recommendation of the 
subcommittee, and prepare a finalized set of proposed regulation specifications.       

http:www.pharmacy.ca.gov
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Uniform Standards 	 April 2010 

#1 	SENATE BILL 1441 REQUIREMENT 

Specific requirements for a clinical diagnostic evaluation of the licensee, including, but not 
limited to, required qualifications for the providers evaluating the licensee. 

#1 Uniform Standard 

If a healing arts board orders a licensee who is either in a diversion program or whose 
license is on probation due to a substance abuse problem to undergo a clinical diagnosis 
evaluation, the following applies: 

1. The clinical diagnostic evaluation shall be conducted by a licensed practitioner who: 

 holds a valid, unrestricted license, which includes scope of practice to conduct a 
clinical diagnostic evaluation; 

 has three (3) years experience in providing evaluations of health professionals 
with substance abuse disorders; and, 


 is approved by the board. 


2. 	 The clinical diagnostic evaluation shall be conducted in accordance with acceptable 
professional standards for conducting substance abuse clinical diagnostic evaluations. 

3. The clinical diagnostic evaluation report shall: 

	 set forth, in the evaluator’s opinion, whether the licensee has a substance abuse 
problem; 

	 set forth, in the evaluator’s opinion, whether the licensee is a threat to 
himself/herself or others; and, 

	 set forth, in the evaluator’s opinion, recommendations for substance abuse 
treatment, practice restrictions, or other recommendations related to the licensee’s 
rehabilitation and safe practice. 

The evaluator shall not have a financial relationship, personal relationship, or business 
relationship with the licensee within the last five years.  The evaluator shall provide an 
objective, unbiased, and independent evaluation. 

If the evaluator determines during the evaluation process that a licensee is a threat to 
himself/herself or others, the evaluator shall notify the board within 24 hours of such a 
determination. 
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For all evaluations, a final written report shall be provided to the board no later than ten (10) 
days from the date the evaluator completes the evaluation. is assigned the matter unless the 
evaluator requests additional information to complete the evaluation, not to exceed 30 days. 
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#2 SENATE BILL 1441 REQUIREMENT 

Specific requirements for the temporary removal of the licensee from practice, in order to 
enable the licensee to undergo the clinical diagnostic evaluation described in subdivision (a) 
and any treatment recommended by the evaluator described in subdivision (a) and approved 
by the board, and specific criteria that the licensee must meet before being permitted to return 
to practice on a full-time or part-time basis. 

#2 Uniform Standard 

The following practice restrictions apply to each licensee who undergoes a clinical 
diagnostic evaluation: 

1.	 The Board shall order the licensee to cease practice during the clinical diagnostic 
evaluation pending the results of the clinical diagnostic evaluation and review by 
the diversion program/board staff. 

2.	 While awaiting the results of the clinical diagnostic evaluation required in Uniform 
Standard #1, the licensee shall be randomly drug tested at least two (2) times per 
week. 

After reviewing the results of the clinical diagnostic evaluation, and the criteria below, a 
diversion or probation manager shall determine, whether or not the licensee is safe to 
return to either part-time or fulltime practice based upon:. However, no licensee shall be 
returned to practice until he or she has at least 30 days of negative drug tests.  

 the license type; 


 the licensee’s history; 


 the documented length of sobriety/time that has elapsed since substance use; 


 the scope and pattern of use; 


 the treatment history; 


 the licensee’s medical history and current medical condition; 


 the nature, duration and severity of substance abuse, and 


 whether the licensee is a threat to himself/herself or the public. 
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#3 SENATE BILL 1441 REQUIREMENT 

Specific requirements that govern the ability of the licensing board to communicate with the 
licensee’s employer about the licensee’s status or condition. 

#3 Uniform Standard 

If the licensee who is either in a board diversion program or whose license is on probation 

has an employer, the licensee shall provide to the board the names, physical addresses, 

mailing addresses, and telephone numbers of all employers and supervisors and shall give 

specific, written consent that the licensee authorizes the board and the employers and 

supervisors to communicate regarding the licensee’s work status, performance, and 

monitoring. 
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Uniform Standards 	 April 2010 

#4 SENATE BILL 1441 REQUIREMENT 
Standards governing all aspects of required testing, including, but not limited to, frequency of testing, 
randomnicity, method of notice to the licensee, number of hours between the provision of notice and the test, 
standards for specimen collectors, procedures used by specimen collectors, the permissible locations of testing, 
whether the collection process must be observed by the collector, backup testing requirements when the licensee 
is on vacation or otherwise unavailable for local testing, requirements for the laboratory that analyzes the 
specimens, and the required maximum timeframe from the test to the receipt of the result of the test. 

#4 Uniform Standard 

The following drug testing standards shall apply to each licensee subject to drug testing: 

1.	  at least 104 times per year for the first year 
Licensees shall be randomly drug tested
and at any time as directed by the board. After the first year, licensees, who are

practicing, shall be randomly drug tested at least 50 times per year, and at any time 

as directed by the board. 


2.	 Drug testing may be required on any day, including weekends and holidays. 

3.	 The scheduling of drug tests shall be done on a random basis, preferably by a 

computer program. 


4.	 Licensees shall be required to make daily contact to determine if drug testing is 

required. 


5.	 Licensees shall be drug tested on the date of notification as directed by the board.   

6.	 Specimen collectors must either be certified by the Drug and Alcohol Testing 

Industry Association or have completed the training required to serve as a collector 

for the U.S. Department of Transportation. 


7.	 Specimen collectors shall adhere to the current U.S. Department of Transportation 

Specimen Collection Guidelines.
 

8.	 Testing locations shall comply with the Urine Specimen Collection Guidelines 

published by the U.S. Department of Transportation, regardless of the type of test 

administered. 


9.	 Collection of specimens shall be observed. 

10.	 Prior to vacation or absence, alternative drug testing location(s) must be approved 

by the board. 


11.	 Laboratories shall be certified and accredited by the U.S. Department of Health and 

Human Services. 


A collection site must submit a specimen to the laboratory within one (1) business day of 
receipt. A chain of custody shall be used on all specimens.  The laboratory shall process 
results and provide legally defensible test results within seven (7) days of receipt of the 
specimen. The appropriate board will be notified of non-negative test results within one (1) 
business day and will be notified of negative test results within seven (7) business days. 
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#5 SENATE BILL 1441 REQUIREMENT 

Standards governing all aspects of group meeting attendance requirements, including, but not 
limited to, required qualifications for group meeting facilitators, frequency of required meeting 
attendance, and methods of documenting and reporting attendance or nonattendance by licensees. 

#5 Uniform Standard 

If the a board requires a licensee to participate in group support meetings, the following shall 
apply: 

When determining the frequency of required group meeting attendance, the board shall 

give consideration to the following: 


 the licensee’s history; 

 the documented length of sobriety/time that has elapsed since substance use; 

 the recommendation of the clinical evaluator; 

 the scope and pattern of use; 

 the licensee’s treatment history; and,  

 the nature, duration, and severity of substance abuse. 


Group Meeting Facilitator must be approved by the board. General Qualifications and Requirements: 

1. The meeting facilitator must have a minimum of three (3) years experience in the 

treatment and rehabilitation of substance abuse, and shall be licensed or certified by 

the state or other nationally certified organizations.  


2. The meeting facilitator must not have a financial relationship, personal relationship, 

or business relationship with the licensee in the last five (5) years. 


3. The group meeting facilitator shall provide to the board a signed document showing 

the licensee’s name, the group name, the date and location of the meeting, the 

licensee’s attendance, and the licensee’s level of participation and progress. 


4. The facilitator shall report any unexcused absence within 24 hours. 
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#6 SENATE BILL 1441 REQUIREMENT 

Standards used in determining whether inpatient, outpatient, or other type of treatment is 
necessary. 

#6 Uniform Standard 

In determining whether inpatient, outpatient, or other type of treatment is necessary, the 

board shall consider the following criteria: 

 recommendation of the clinical diagnostic evaluation pursuant to Uniform Standard #1; 


 license type; 


 licensee’s history; 


 documented length of sobriety/time that has elapsed since substance abuse; 


 scope and pattern of substance use; 


 licensee’s treatment history; 


 licensee’s medical history and current medical condition; 


 nature, duration, and severity of substance abuse, and 


 threat to himself/herself or the public. 
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#7 SENATE BILL 1441 REQUIREMENT 

Worksite monitoring requirements and standards, including, but not limited to, required 
qualifications of worksite monitors, required methods of monitoring by worksite monitors, and 
required reporting by worksite monitors. 

#7 Uniform Standard 

A board may require the use of worksite monitors.  If a board determines that a worksite 
monitor is necessary for a particular licensee, the worksite monitor shall meet the following 
requirements to be considered for approval by the board. 

1. The worksite monitor shall not have financial, personal, or familial relationship with 
the licensee, or other relationship that could reasonably be expected to compromise 
the ability of the monitor to render impartial and unbiased reports to the board.  If it is 
impractical for anyone but the licensee’s employer to serve as the worksite monitor, 
this requirement may be waived by the board; however, under no circumstances 
shall a licensee’s worksite monitor be an employee of the licensee. 

2. should shallThe worksite monitor’s license scope of practice  include the scope of practice 
of the licensee that is being monitored or be another health care professional if no 
monitor with like practice is available. 

3. The worksite monitor shall have an active unrestricted license, with no disciplinary 

action within the last five (5) years. 


4. The worksite monitor shall sign an affirmation that he or she has reviewed the terms 
and conditions of the licensee’s disciplinary order and/or contract and agrees to 
monitor the licensee as set forth by the board. 

5. The worksite monitor must adhere to the following required methods of monitoring 

the licensee: 


a) Have face-to-face contact with the licensee in the work environment on a 
frequent basis as determined by the board, at least once per week. 

b) Interview other staff in the office regarding the licensee’s behavior, if 
applicable. 

c) Review the licensee’s work attendance. 
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Reporting by the worksite monitor to the board shall be as follows: 

1. Any suspected substance abuse must be verbally reported to the board and the 
licensee’s employer within one (1) business day of occurrence.  If the occurrence is not 
during the board’s normal business hours, the verbal report must occur by be made within one (1) 
hour of the next business day.   A written report shall be submitted to the board 
within three business days 48 hours of the occurrence. 

2. The worksite monitor shall complete and submit a written report monthly or as 

directed by the board. The report shall include:  


 the licensee’s name; 


 license number; 


 worksite monitor’s name and signature; 


 worksite monitor’s license number; 


 worksite location(s); 


 dates licensee had face-to-face contact with monitor; 


 staff interviewed, if applicable; 


 attendance report; 


 any change in behavior and/or personal habits; 


 any indicators that can lead to suspected substance abuse. 


The licensee shall complete the required consent forms and sign an agreement with the 

worksite monitor and the board to allow the board to communicate with the worksite monitor.   
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#8 SENATE BILL 1441 REQUIREMENT 

Procedures to be followed when a licensee tests positive for a banned substance. 

#8 Uniform Standard 

A licensee shall notify the board within 48 hours of the administration of, or the dispensing of, 
any prescription drug and shall provide the board with medical documentation upon request. 

When a licensee tests positive for a banned substance, as determined by the board: 

1. The board shall order the licensee to cease practice; 

2. The board shall contact the licensee and instruct the licensee to leave work; and 

3. The board shall notify the licensee’s employer, if any, and worksite monitor, if any, that 
the licensee may not work. 

Thereafter, the board should determine whether the positive drug test is in fact evidence of 
prohibited use. If so, proceed to Standard #9.  If not, the board shall immediately lift the cease 
practice order. 

In determining whether the positive test is evidence of prohibited use, the board should, as 
applicable: 

1. Consult the specimen collector and the laboratory; 

2. Communicate with the licensee and/or any physician who is treating the licensee; and 

3. Communicate with any treatment provider, including group facilitator/s.  
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#9 SENATE BILL 1441 REQUIREMENT 

Procedures to be followed when a licensee is confirmed to have ingested a banned substance. 

#9 Uniform Standard 

When a board confirms that a positive drug test, not prescribed by a licensed prescriber, is evidence 
of use of a prohibited substance, the licensee has committed a major violation, as defined in Uniform 
Standard #10 and the board shall impose the consequences set forth in Uniform Standard #10. 
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#10 SENATE BILL 1441 REQUIREMENT 

Specific consequences for major and minor violations.  In particular, the committee shall consider 
the use of a “deferred prosecution” stipulation described in Section 1000 of the Penal Code, in 
which the licensee admits to self-abuse of drugs or alcohol and surrenders his or her license.  That 
agreement is deferred by the agency until or unless licensee commits a major violation, in which 
case it is revived and license is surrendered. 

#10 Uniform Standard 

Major Violations include, but are not limited to: 

1. Failure to complete a board-ordered program; 

2. Failure to undergo a required clinical diagnostic evaluation; 

3. Multiple minor violations; 

4. Treating patients while under the influence of drugs/alcohol; 

5. Any drug/alcohol related act which would constitute a violation of the practice act or 

state/federal laws; 

6. Failure to obtain biological testing for substance abuse; 

7. Testing positive and confirmation for substance abuse pursuant to Uniform Standard 

#9; 

8. Knowingly using, making, altering or possessing any object or product in such a way 

as to defraud a drug test designed to detect the presence of alcohol or a controlled 

substance. 

Consequences for a major violation include, but are not limited to:   

1. Licensee will be ordered to cease practice.   

a) the licensee must undergo a new clinical diagnostic evaluation, and  

b) the licensee must test negative for at least a month of continuous drug testing 
before being allowed to go back to work. 

2. Termination of a contract/agreement. 

3. Referral for disciplinary action, such as suspension, revocation, or other action as 
determined by the board. 

15
 



 

 

 

 

 

 

 

 
   

 
 

 

 

 

Uniform Standards April 2010 

Minor Violations include, but are not limited to: 

1. Untimely receipt of required documentation; 

2. Unexcused non-attendance at group meetings; 

3. Failure to contact a monitor when required; 

4. Any other violations that do not present an immediate threat to the violator or to the 

public. 

Consequences for minor violations include, but are not limited to: 

1. Removal from practice; 

2. Practice limitations; 

3. Required supervision; 

4. Increased documentation; 

5. Issuance of citation and fine or a warning notice; 

6. Required re-evaluation/testing; 

7. Other action as determined by the board. 
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#11 SENATE BILL 1441 REQUIREMENT 

Criteria that a licensee must meet in order to petition for return to practice on a full time basis.  

#11 Uniform Standard 

“Petition” as used in this standard is an informal request as opposed to a “Petition 
for Modification” under the Administrative Procedure Act. 

The licensee shall meet the following criteria before submitting a request (petition) to return 
to full time practice: 

1. Demonstrated sustained compliance with current recovery program.   

2. Demonstrated the ability to practice safely as evidenced by current work site reports, 
evaluations, and any other information relating to the licensee’s substance abuse.   

3. Negative drug screening reports for at least six (6) months, two (2) positive worksite 
monitor reports, and complete compliance with other terms and conditions of the 
program. 
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#12 SENATE BILL 1441 REQUIREMENT 

Criteria that a licensee must meet in order to petition for reinstatement of a full and unrestricted 
license. 

#12 Uniform Standard 

“Petition for Reinstatement” as used in this standard is an informal request (petition) 
as opposed to a “Petition for Reinstatement” under the Administrative Procedure 
Act. 

The licensee must meet the following criteria to request (petition) for a full and unrestricted 
license. 

1. Demonstrated sustained compliance with the terms of the disciplinary order, if 

applicable. 


2. Demonstrated successful completion of recovery program, if required. 

3. Demonstrated a consistent and sustained participation in activities that promote and 
support their recovery including, but not limited to, ongoing support meetings, 
therapy, counseling, relapse prevention plan, and community activities. 

4. Demonstrated that he or she is able to practice safely. 

5. Continuous sobriety for three (3) to five (5) year. 
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#13 SENATE BILL 1441 REQUIREMENT 

If a board uses a private-sector vendor that provides diversion services, (1) standards for immediate 
reporting by the vendor to the board of any and all noncompliance with process for providers or 
contractors that provide diversion services, including, but not limited to, specimen collectors, group 
meeting facilitators, and worksite monitors; (3) standards requiring the vendor to disapprove and 
discontinue the use of providers or contractors that fail to provide effective or timely diversion 
services; and (4) standards for a licensee's termination from the program and referral to 
enforcement. 

#13 Uniform Standard 

1. A vendor must report to the board any major violation, as defined in Uniform Standard 
#10, within one (1) business day. A vendor must report to the board any minor 
violation, as defined in Uniform Standard #10, within five (5) business days. 

2. 	 A vendor's approval process for providers or contractors that provide diversion services, 
including, but not limited to, specimen collectors, group meeting facilitators, and 
worksite monitors shall be compliant with all standards as set forth herein. is as follows: 

Specimen Collectors: 

a) The provider or subcontractor shall possess all the materials, equipment, and 
technical expertise necessary in order to test every licensee for which he or she 
is responsible on any day of the week. 

b) The provider or subcontractor shall be able to scientifically test for urine, blood, 
and hair specimens for the detection of alcohol, illegal, and controlled 
substances.  

c) The provider or subcontractor must provide collection sites that are located in 
areas throughout California. 

d) The provider or subcontractor must have an automated 24-hour toll-free 
telephone system and/or a secure on-line computer database that allows the 
participant to check in daily for drug testing. 

e) The provider or subcontractor must have or be subcontracted with operating 
collection sites that are engaged in the business of collecting urine, blood, and 
hair follicle specimens for the testing of drugs and alcohol within the State of 
California. 

f)	 The provider or subcontractor must have a secure, HIPAA compliant, website 
or computer system to allow staff access to drug test results and compliance 
reporting information that is available 24 hours a day. 
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Uniform Standards April 2010 

g) The provider or subcontractor shall employ or contract with toxicologists that are 
licensed physicians and have knowledge of substance abuse disorders and the 
appropriate medical training to interpret and evaluate laboratory drug test results, 
medical histories, and any other information relevant to biomedical information. 

h) A toxicology screen will not be considered negative if a positive result is obtained 
while practicing, even if the practitioner holds a valid prescription for the substance. 

i) Must undergo training as specified in Uniform Standard #4 (6). 

Group Meeting Facilitators: 

A group meeting facilitator for any support group meeting: 

a) must have a minimum of three (3) years experience in the treatment and 
rehabilitation of substance abuse; 

b) must be licensed or certified by the state or other nationally certified organization;  

c) must not have a financial relationship, personal relationship, or business 

relationship with the licensee in the last five (5) years; 


d) shall report any unexcused absence within 24 hours to the board, and, 

e) shall provide to the board a signed document showing the licensee’s name, the 
group name, the date and location of the meeting, the licensee’s attendance, and 
the licensee’s level of participation and progress. 

Work Site Monitors: 

1. The worksite monitor must meet the following qualifications: 

a) Shall not have financial, personal, or familial relationship with the licensee, or 
other relationship that could reasonably be expected to compromise the ability 
of the monitor to render impartial and unbiased reports to the board.  If it is 
impractical for anyone but the licensee’s employer to serve as the worksite 
monitor, this requirement may be waived by the board; however, under no 
circumstances shall a licensee’s worksite monitor be an employee of the 
licensee. 

b) The monitor’s licensure scope of practice shall include the scope of practice of 
the licensee that is being monitored or be another health care professional, if 
no monitor with like practice is available.  

c) Shall have an active unrestricted license, with no disciplinary action within the 
last five (5) years. 
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Uniform Standards 	 April 2010 

d) Shall sign an affirmation that he or she has reviewed the terms and conditions 
of the licensee’s disciplinary order and/or contract and agrees to monitor the 
licensee as set forth by the board. 

2. 	The worksite monitor must adhere to the following required methods of monitoring 
the licensee: 

a) Have face-to-face contact with the licensee in the work environment on a 
frequent basis as determined by the board, at least once per week.  

b) Interview other staff in the office regarding the licensee’s behavior, if applicable. 

c) Review the licensee’s work attendance. 

3. Any suspected substance abuse must be verbally reported to the contractor, the 
board, and the licensee’s employer within one (1) business day of occurrence.  If 
occurrence is not during the board’s normal business hours the verbal report must 
be within one (1) hour of the next business day.  A written report shall be submitted 
to the board within 48 hours of occurrence. 

4. The worksite monitor shall complete and submit a written report monthly or as 
directed by the board. The report shall include:  

 the licensee’s name; 

 license number; 

 worksite monitor’s name and signature; 

 worksite monitor’s license number; 

 worksite location(s); 

 dates licensee had face-to-face contact with monitor; 

 staff interviewed, if applicable; 

 attendance report; 

 any change in behavior and/or personal habits; 

 any indicators that can lead to suspected substance abuse. 


Treatment Providers 

1. Treatment facility staff and services must have: 

a) Licensure and/or accreditation by appropriate regulatory agencies; 

b) Sufficient resources available to adequately evaluate the physical and mental 
needs of the client, provide for safe detoxification, and manage any medical 
emergency; 

c) Professional staff who are competent and experienced members of the clinical 
staff; 
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Uniform Standards 	 April 2010 

d) Treatment planning involving a multidisciplinary approach and specific aftercare 
plans; 

e) Means to provide treatment/progress documentation to the provider.  

2. 	The vendor shall disapprove and discontinue the use of providers or contractors 
that fail to provide effective or timely diversion services as follows: 

a) The vendor is fully responsible for the acts and omissions of its subcontractors 
and of persons either directly or indirectly employed by any of them.  No 
subcontract shall relieve the vendor of its responsibilities and obligations  All 
state policies, guidelines, and requirements apply to all subcontractors. 

b) If a subcontractor fails to provide effective or timely services as listed above, 
but not limited to any other subcontracted services, the vendor will terminate 
services of said contractor within 30 business days of notification of failure to 
provide adequate services. 

c) The vendor shall notify the appropriate board within five (5) business days of 
termination of said subcontractor. 
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Uniform Standards April 2010 

#14 SENATE BILL 1441 REQUIREMENT 

If a board uses a private-sector vendor that provides diversion services, the extent to which 
licensee participation in that program shall be kept confidential from the public. 

#14 Uniform Standard 

The board shall disclose the following information to the public for licensees who are 
participating in a board monitoring/diversion program regardless of whether the licensee is 
a self-referral or a board referral. However, the disclosure shall not contain information that 
the restrictions are a result of the licensee’s participation in a diversion program. 

 Licensee’s name; 

 Whether the licensee’s practice is restricted, or the license is on inactive status; 

 A detailed description of any restriction imposed. 
Disclosure of information shall be governed by statute. 
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Uniform Standards April 2010 

#15 SENATE BILL 1441 REQUIREMENT 

If a board uses a private-sector vendor that provides diversion services, a schedule for external 
independent audits of the vendor’s performance in adhering to the standards adopted by the 
committee. 

#15 Uniform Standard 

1. If a board uses a private-sector vendor to provide monitoring services for its licensees, 
an external independent audit must be conducted at least once every three (3) years by 
a qualified, independent reviewer or review team from outside the department with no 
real or apparent conflict of interest with the vendor providing the monitoring services.  In 
addition, the reviewer shall not be a part of or under the control of the board.  The 
independent reviewer or review team must consist of individuals who are competent in 
the professional practice of internal auditing and assessment processes and qualified to 
perform audits of monitoring programs. The costs of such audit will be borne by 
the vendor. 

2. The audit must assess the vendor’s performance in adhering to the uniform standards 
established by the board. The reviewer must provide a report of their findings to the 
board by June 30 of each three (3) year cycle.  The report shall identify any material 
inadequacies, deficiencies, irregularities, or other non-compliance with the terms of the 
vendor’s monitoring services that would interfere with the board’s mandate of public 
protection. 

3. vendor board and the departmentThe  shall respond to the findings in the audit report. 
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Uniform Standards 	 April 2010 

#16 SENATE BILL 1441 Requirement 

Measurable criteria and standards to determine whether each board’s method of dealing with 
substance-abusing licensees protects patients from harm and is effective in assisting its licensees 
in recovering from substance abuse in the long term. 

#16 Uniform Standard 

Each board shall report the following information on a yearly basis to the Department of 
Consumer Affairs and the Legislature as it relates to licensees with substance abuse 
problems who are either in a board probation and/or diversion program. 

	 Number of intakes into a diversion program 
	 Number of probationers whose conduct was related to a substance abuse problem 
	 Number of referrals for treatment programs 
	 Number of relapses (break in sobriety) 
	 Number of cease practice orders/license in-activations 
	 Number of suspensions 
	 Number terminated from program for noncompliance 
	 Number of successful completions based on uniform standards 
	 Number of major violations; nature of violation and action taken 
	 Number of licensees who successfully returned to practice 
	 Number of patients harmed while in diversion 

The above information shall be further broken down for each licensing category, specific 
substance abuse problem (i.e. cocaine, alcohol, Demerol etc.), whether the licensee is in a 
diversion program and/or probation program. 

If the data indicates that licensees in specific licensing categories or with specific substance 
abuse problems have either a higher or lower probability of success, that information shall 
be taken into account when determining the success of a program.  It may also be used to 
determine the risk factor when a board is determining whether a license should be revoked 
or placed on probation. 

The board shall use the following criteria to determine if its program protects patients from 
harm and is effective in assisting its licensees in recovering from substance abuse in the 
long term. 

	 At least 100 percent of licensees who either entered a diversion program or whose 
license was placed on probation as a result of a substance abuse problem 
successfully completed either the program or the probation, or had their license to 
practice revoked or surrendered on a timely basis based on noncompliance of those 
programs. 
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	 At least 75 percent of licensees who successfully completed a diversion program or 
probation did not have any substantiated complaints related to substance abuse for 
at least five (5) years after completion. 
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California State Board of Pharmacy 
1625 N. Market Blvd, Suite N 219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

Date: March 22, 2011 

To:    Enforcement Committee 

Subject: Agenda Item 3- Compounding Questions and Answers 

At the June 2010 Enforcement Committee Meeting, Supervising Inspector Robert 

Ratcliff provided a question and answer session on the new compounding regulations 

that took effect in July 2010. 


Since June, the answers to these and other submitted questions have been compiled 

into a document and are available on the board’s Web site. The board is responding to 

these questions to aid pharmacies in complying with the new requirements. 


The questions and concerns voiced with the regulations have not occurred really since 

last summer. Nevertheless, during this portion of the meeting, Supervising Inspector 

Ratcliff will accept and answer additional questions if they are posed. 


http:www.pharmacy.ca.gov
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California State Board of Pharmacy 
1625 N. Market Blvd, Suite N 219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

Date: March 22, 2011 

To:    Enforcement Committee 

Subject: Agenda Item 4- Enforcement Statistics and Performance Standards 

The following pages provide the board’s enforcement statistics for the quarter.   

Additionally at the Enforcement Committee Meeting, staff will distribute the second 

quarter’s reporting on the DCA’s enforcement performance measures.  The 

department developed the reporting parameters for this report, and the board has just 

amended some of its definitions to better fit DCA’s definitions. 


http:www.pharmacy.ca.gov


Board of Pharmacy Enforcement Statistics
Fiscal Year 2010/2011

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 10/11
Complaints/Investigations

Received 565 592 388 1545

Closed 754 632 365 1751

Pending (at the end of quarter) 1151 1229 1196 1196

Cases Assigned & Pending (by Team)  

Compliance Team 394 324 393 393

Drug Diversion/Fraud 98 121 119 119

Probation/PRP 85 82 62 62

Mediation/Enforcement 74 14 9 9

475 518 458 458

Application Investigations

Received 181 217 77 475

Closed

Approved 85 147 120 352

Denied 23 31 17 71

Total* 150 251 205 606

Pending (at the end of quarter) 448 432 297 297

Letter of Admonishment (LOA) / Citation & Fine

LOAs Issued 65 36 34 135

Citations Issued 307 293 143 743

Citations Closed 339 358 199 896

Total Fines Collected** $191,990.00 $316,395.00 $192,210.00 $700,595.00

* This figure includes withdrawn applications.

** Fines collected (through 02/28/2011 and reports in previous fiscal year.

Criminal Conviction



Board of Pharmacy Enforcement Statistics
Fiscal Year 2010/2011

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 10/11
Administrative Cases (by effective date of decision)

Referred to AG's Office* 104 97 48 249

Pleadings Filed 82 65 44 191

Pending

Pre-accusation 179 197 208 208

Post  Accusation 254 271 261 261

Total* 508 496 516 516

Closed**

Revocation

Pharmacist 2 1 1 4

Pharmacy 0 0 0 0

Other 17 28 27 72

Revocation,stayed; suspension/probation

Pharmacist 5 2 6 13

Pharmacy 0 0 0 0

Other 0 0 2 2

Revocation,stayed; probation

Pharmacist 2 3 2 7

Pharmacy 1 2 4 7

Other 1 3 6 10

Suspension, stayed; probation

Pharmacist 0 0 0 0

Pharmacy 0 0 0 0

Other 0 0 0 0

Surrender/Voluntary Surrender

Pharmacist 2 1 2 5

Pharmacy 1 1 1 3

Other 12 8 5 25

Public Reproval/Reprimand

Pharmacist 0 0 0 0

Pharmacy 0 0 0 0

Other 0 0 0 0

Cost Recovery Requested $108,566.50 $117,558.50 $174,152.25 $401,277.25

Cost Recovery Collected $38,755.24 $74,313.04 $91,532.73 $204,601.01

* This figure includes Citation Appeals

** This figure includes cases withdrawn



Board of Pharmacy Enforcement Statistics
Fiscal Year 2010/2011

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 10/11
Probation Statistics

Licenses on Probation

Pharmacist 99 103 104 104

Pharmacy 8 11 14 14

Other 27 30 34 34

Probation Office Conferences 51 26 33 110

Probation Site Inspections 36 53 41 130

Probationers Referred to AG

          for non-compliance 1 0 4 5

As part of probation monitoring, the board requires licensees to appear before the supervising inspector at probation office conferences.   

These conferences are used as 1) an orientation to probation and the specific requirements of probation at the onset,  

 2) to address areas of non-compliance when other efforts such as letters have failed, and 3) when a licensee is scheduled to

 end probation.

Pharmacists Recovery Program (as of 02/28/2011)

 Program Statistics

In lieu of discipline 1 0 0 1

In addition to probation 3 3 0 6

Closed, successful 0 6 3 9

Closed, non-compliant 1 0 0 1

Closed, other 2 1 0 3

Total Board mandated 

                 Participants 45 55 45 45

Total Self-Referred 

              Participants* 30 22 29 29

Treatment Contracts Reviewed 73 61 42 176

Monthly the board meets with the clinical case manager to review treatment contracts for scheduled board mandated 

participants.  During these monthly meetings, treatment contracts and participant compliance is reviewed by

the PRP case manager, diversion program manager and supervising inspector and appropriate changes are made at that time  

and approved by the executive officer.  Additionally, non-compliance is also addressed on a needed basis e.g., all positive 

urines screens are reported to the board immediately and appropriate action is taken.

* By law, no other data is reported to the board other than the fact that the pharmacists and interns are enrolled in the program. 

As of  February 28, 2011
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